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DETAILED ACTION 

Response to Arguments 

Applicant's arguments filed June 28, 2007 have been fully considered but they 
are not persuasive. 

Furthermore, the Applicant also argues that "the lead" is positively recited by 
recitation in the preamble. The examiner would again like to clarify the rejection "It is 
unclear whether the Applicant intends to claim the use of a specific lead with the 
retaining device or is merely claiming the retaining device." The examiner is not 
rejecting the claim under antecedent basis for recitation of a lead, but indicating that it is 
unclear if there is a specific lead claimed in conjunction with the system or if the device 
is merely capable of employment with any lead. 

Furthermore, the Applicant argues that Singhal et al. does not teach a flange with 
a plurality of grooves. However, the examiner considered the flange to be the ring 
member 142. This flange 142 also includes the core of the burr hole cap. Therefore the 
flange is the portions of the cap that also engulfs the groove 146. Therefore, the flange 
does have a plurality of grooves. 

Additionally, the claim preamble only states " for.. ..a lead" and there is only 
functionally reciting the lead and not positively reciting the lead. As such, any lead 
retainer that has a plurality of grooves, such as Singhal, will inherently meet the 
limitation of the groove being smaller that the lead since the lead has not been positively 
recited and the lead is a relative size. 
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Additionally, the Applicant argues that Singhal et al. does not provide a spiral 
groove. However, the claim recites the limitations 
"spiral groove dimensioned such that the excess 
portion of the lead can be stored in at least one loop 
in the spiral groove". Depicted to the right is the 
path of at least one loop of excess lead. The lead is 
stored in a spiral pattern and thus the groove as 
disclosed by Singhal et al. is a spiral groove. 

As to the Applicant arguments in regards to amended claims 22-23, Singhal et al. 
does in fact depict spaced apart grooves as shown in figure 8 in accordance with the 
rejection below. 

Therefore the claims remain rejected under 35 U.S.C. 112 and Singhal et al. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

1 . Claims 1 and 22 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. The Applicant, in claims 1 , 22, 36 and 41 , does not 
positively recite the inclusion of a lead with the system for retaining a lead, but merely 
inferentially includes the use of a lead. It is unclear whether the Applicant intends to 
claim the use of a specific lead with the retaining device or is merely claiming the 
retaining device. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

1. Claims 12, 15, 20-23 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Singhal et al. (US Patent Publication 20050004637 A1). Singhal et al. discloses a burr 
hole cap with a lead management system as depicted in figure 8. 

As to claim 12, the ring member 142 is considered 
to be a flange. The examiner considers the walls of 
groove or exit 150 to be tabs. As depicted in the replica of 
figure 8 to the right, the wall label "A" is one of the tabs. 
The two tabs, or walls create the exit 150. Furthermore, 
the examiner also considers the inner core of the burr FiG. 8 

hole cap to also possess tabs, with similar groove/tab structure as stated above. 

As to claims 12 and 22-23, Additionally there is a plurality of grooves, the inside 
groove 146 and exit 150, which the examiner considers to be a groove. Also, the cut out 
in the core of the burr hole cap, where the lead enters the cap is also considered to be a 
groove. Therefore these grooves are spaced apart. 
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As to claim 15, since the groove extends from the core of the burr hole ring to the 
external ring member, the examiner considers the groove to be a "spiral groove" since 
the groove "extends for the aperture to at least one outlet periphery of the outside 
surface of the burr ring". 

As to claim 20, Singhal et al. discloses on page 5, paragraph 64, "Ring member 
142, cover member 144 or both can be constructed from a protective material that 
would resist damage in the event the incision should cut across burr hole cover 140". 
Therefore, since the protective material would resist damage, the examiner considers it 
to be "resilient material". 

As to claim 21 , the lead can be coiled in a plurality of different coiling 
configurations since the lead can be coiled around the core, in a lateral manner, or 
coiled from the core to the outer peripheral of the ring, in a horizontal manner. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

1. Claim 1-5, 7-8 and 10-11 stand rejected under 35 U.S.C. 103(a) as being 
unpatentable over Singhal et al. (US Patent Publication 20050004637 A1 ). Singhal et al. 
discloses the claimed invention except for the grooves having a width less than the 
diameter of each lead. It would have been obvious to one having ordinary skill in the art 
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at the time the invention was made to modify the grooves as taught by Singhal et al. 
with a grooves less than the diameter of the leads to hold the leads since it was known 
in the art that a reduced groove would enable the pinching or locking of a lead to 
prevent movement of the lead while positioned within the skull. 
2. Claim 1-5, 7-8 and 10-11 stand rejected under 35 U.S.C. 103(a) as being 
unpatentable over Mogg (PCT/GB03/00539, International Publication Number WO 
03/068304 A1). Mogg discloses a catheter clamp and a clamping means with a retainer 
formed from several grooves. Mogg discloses the claimed invention except for the 
placement of the apparatus into a burr hole in the patient's skull to secure a lead. It 
would have been obvious to one having ordinary skill in the art at the time the invention 
was made to have modified the clamping system as taught by Mogg with a lead for 
placement in a burr hole, since such a modification would enable the leads to be locked 
in a low profile design to enable a streamline clamping to prevent movement of a lead in 
the skull. 



Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
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TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ALYSSA M. ALTER whose telephone number is 
(571)272-4939. The examiner can normally be reached on M-F 9am to 4pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on (571) 272-4955. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Alyssa M Alter/ 
Examiner 
Art Unit 3762 

/George R Evanisko/ 

Primary Examiner, Art Unit 3762 



